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the operation of the agency’s auto-
mated information systems. 

(b) The term ‘‘search’’ means to re-
view, manually or by automated 
means, agency records for the purpose 
of locating those records that are re-
sponsive to the request. 

[68 FR 25285, May 12, 2003] 

Subpart C—Procedures and Fees 

§ 20.40 Filing a request for records. 

(a) All requests for Food and Drug 
Administration records shall be made 
in writing by mailing or delivering the 
request to the Division of Freedom of 
Information (ELEM–1029), Food and 
Drug Administration, 12420 Parklawn 
Dr., Element Bldg., Rockville, MD 
20857; or by faxing it to 301–796–9267. All 
requests must contain the postal ad-
dress and telephone number of the re-
quester and the name of the person re-
sponsible for payment of any fees that 
may be charged. 

(b) A request for Food and Drug Ad-
ministration records shall reasonably 
describe the records being sought, in a 
way that they can be identified and lo-
cated. A request should include all per-
tinent details that will help identify 
the records sought. 

(1) If the description is insufficient to 
locate the records requested, the Food 
and Drug Administration will so notify 
the person making the request and in-
dicate the additional information need-
ed to identify the records requested. 

(2) Every reasonable effort shall be 
made by the Food and Drug Adminis-
tration to assist in the identification 
and location of the records sought. 

(c) Upon receipt of a request for 
records, the Division of Freedom of In-
formation shall enter it in a public log. 
The log shall state the date received, 
the name of the person making the re-
quest, the nature of the record re-
quested, the action taken on the re-
quest, the date of determination letter 
sent pursuant to § 20.41(b), and the 
date(s) any records are subsequently 
furnished. 

(d) A request by an individual, as de-
fined in § 21.3(a) of this chapter, for a 
record about himself shall be subject 
to: 

(1) The special requirements of part 
21 of this chapter (the privacy regula-
tions), and not to the provisions of this 
subpart, if the record requested is re-
trieved by the individual’s name or 
other personal identifier and is con-
tained in a Privacy Act Record Sys-
tem, as defined in § 21.3(c) of this chap-
ter. 

(2) The provisions of this subpart if 
the record requested is not retrieved by 
the individual’s name or other personal 
identifier, whether or not the record is 
contained in a Privacy Act Record Sys-
tem. 

[42 FR 15616, Mar. 22, 1977, as amended at 46 
FR 8456, Jan. 27, 1981; 68 FR 25285, May 12, 
2003; 76 FR 31469, June 1, 2011] 

§ 20.41 Time limitations. 
(a) All time limitations prescribed 

pursuant to this section shall begin as 
of the time at which a request for 
records is logged in by the Division of 
Freedom of Information pursuant to 
§ 20.40(c). An oral request for records 
shall not begin any time requirement. 
A written request for records sent else-
where within the agency shall not 
begin any time requirement until it is 
redirected to the Division of Freedom 
of Information and is logged in there in 
accordance with § 20.40(c). 

(b) Within 20 working days (excluding 
Saturdays, Sundays, and legal public 
holidays) after a request for records is 
logged in at the Division of Freedom of 
Information, the agency shall send a 
letter to the requester providing the 
agency’s determination as to whether, 
or the extent to which, the agency will 
comply with the request, and, if any 
records are denied, the reasons for the 
denial. 

(1) If all of the records requested have 
been located and a final determination 
has been made with respect to disclo-
sure of all of the records requested, the 
letter shall so state. 

(2) If all of the records have not been 
located or a final determination has 
not yet been made with respect to dis-
closure of all of the records requested, 
e.g., because it is necessary to consult 
the person affected pursuant to § 20.47, 
the letter shall state the extent to 
which the records involved shall be dis-
closed pursuant to the rules estab-
lished in this part. 
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(3)(i) In unusual circumstances, the 
agency may extend the time for send-
ing the letter for an additional period. 

(A) The agency may provide for an 
extension of up to 10 working days by 
providing written notice to the re-
quester setting out the reasons for the 
extension and the date by which a de-
termination is expected to be sent. 

(B) The agency may provide for an 
extension of more than 10 working days 
by providing written notice to the re-
quester setting out the reasons for the 
extension. The notice also will give the 
requester an opportunity to limit the 
scope of the request so that it may be 
processed in a shorter time and/or an 
opportunity to agree on a timeframe 
longer than the 10 extra working days 
for processing the request. 

(ii) Unusual circumstances may exist 
under any of the following conditions: 

(A) There is a need to search for and 
collect the requested records from field 
facilities or other components that are 
separate from the agency component 
responsible for processing the request; 

(B) There is a need to search for, col-
lect, and appropriately examine a volu-
minous amount of separate and dis-
tinct records that are demanded in a 
single request; or 

(C) There is need for consultation, 
which shall be conducted with all prac-
ticable speed, with another agency hav-
ing a substantial interest in the deter-
mination of the request, or among two 
or more components of the Food and 
Drug Administration having substan-
tial subject-matter interest in the de-
termination. 

(4) If any record is denied, the letter 
shall state the right of the person re-
questing such records to appeal any ad-
verse determination to the Assistant 
Secretary for Health, Department of 
Health and Human Services, in accord-
ance with the provisions of 45 CFR 5.34. 

(c) The Food and Drug Administra-
tion shall provide a determination of 
whether to provide expedited proc-
essing within 10 calendar days of re-
ceipt by the Division of Freedom of In-
formation of the request and the re-

quired documentation of compelling 
need in accordance with § 20.44(b). 

[42 FR 15616, Mar. 22, 1977, as amended at 46 
FR 8456, Jan. 27, 1981; 55 FR 1405, Jan. 16, 
1990; 59 FR 533, Jan. 5, 1994; 68 FR 25285, May 
12, 2003; 76 FR 31469, June 1, 2011] 

§ 20.42 Aggregation of certain re-
quests. 

The Food and Drug Administration 
may aggregate certain requests by the 
same requester, or by a group of re-
questers acting in concert, if the re-
quests involve clearly related matters 
and the agency reasonably believes 
that such requests actually constitute 
a single request which would otherwise 
satisfy the unusual circumstances 
specified in § 20.41(b)(3)(ii)(B). FDA may 
extend the time for processing aggre-
gated requests in accordance with the 
unusual circumstances provisions of 
§ 20.41. 

[68 FR 25286, May 12, 2003] 

§ 20.43 Multitrack processing. 

(a) Each Food and Drug Administra-
tion component is responsible for de-
termining whether to use a multitrack 
system to process requests for records 
maintained by that component. A mul-
titrack system provides two or more 
tracks for processing requests, based 
on the amount of work and/or time re-
quired for a request to be processed. 
The availability of multitrack proc-
essing does not affect expedited proc-
essing in accordance with § 20.44. 

(b) If multitrack processing is not 
adopted by a particular agency compo-
nent, that component will process all 
requests in a single track, ordinarily 
on a first-in, first-out basis. 

(c) If a multitrack processing system 
is established by a particular agency 
component, that component may deter-
mine how many tracks to establish and 
the specific criteria for assigning re-
quests to each track. Multiple tracks 
may be established for requests based 
on the amount of work and/or time re-
quired for a request to be processed. 

(d) Requests assigned to a given 
track will ordinarily be processed on a 
first-in, first-out basis within that 
track. 
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